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DATE: July 10, 2009

TO: All Local Health Departments
Attn: Chief Food Inspection Officer

FROM: A. Scott Gilliam‘g%igA, CP-FS
Manager, Food Protection Program

SUBJECT: Medtronic Recall

SUGGESTED
ACTION: Unclassified Recall; Quick-set® infusion sets that are used with MiniMed Paradigm insulin
pumps; Information provided in case of consumer inquries.

From the information provided by FDA, the product being recalled has been distributed in the State of
Indiana. Medtronic recently discovered that approximately two percent of "Lot 8" Quick-set infusion sets
(which represents approximately 60,000 infusion sets out of an estimated 3 million infusion sets currently
with customers) may not work.
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Recall -- Firm Press Release

FDA posts press releases and other notices of recalls and market withdrawals from the firms involved as
a service to consumers, the media, and other interested parties. FDA does not endorse either the product
or the company.

Medtronic Voluntarily Recalls Specific Lots of
Paradigm® Quick-Set® Infusion Sets In The United States

Company Is Providing Replacement Infusion Sets to Its Diabetes Customers
at No Additional Charge

2 North Meridian Street = Indianapolis, IN 46204 ~ 317.233.1325 = TDD 317.233.5577 ' www.statehealth.in.gov

The Indiana State Department of Health supports Indiana’s economic prosperity and quality of life by promoting,
WWW.INSHAPE.IN.GOV 800.433.0746 protecting and providing for the health of Hoosiers in their communities.




Company Contact:
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763-505-2696

FOR IMMEDIATE RELEASE - MINNEAPOLIS — July 10, 2009 — Medtronic, Inc. (NYSE:MDT)
said today that it has initiated a recall of specific lots of Quick-set® infusion sets that are used with
MiniMed Paradigm insulin pumps. An infusion set is a thin plastic tube used to deliver insulin from
an insulin pump to a diabetes patient, and is typically replaced by the patient every three days. Aftected
infusion sets are reference numbers MMT-396, MMT-397, MMT-398 and MMT-399 with lot numbers
starting with the number "8." Medtronic recently discovered that approximately two percent of "Lot 8"
Quick-set infusion sets (which represents approximately 60,000 infusion sets out of an estimated 3
million infusion sets currently with customers) may not work properly. The affected infusion sets may
not allow the insulin pump to vent air pressure properly. This could potentially result in the device
delivering too much or too little insulin and may lead to serious injury or death.

Patients should discontinue using "Lot 8" Quick-set infusion sets. The lot number (for example
8XXXXXX) is clearly marked on both the product box label, and on each individual infusion set
package. Visit the Medtronic Diabetes website at

www.medtronicdiabetes.com/lot8 to view the labels of "Lot 8" Quick-set infusion sets.

Customers are being asked to return any affected infusion sets to the company.

Medtronic is providing customers with replacement Quick-set infusion sets at no additional charge.

"Lot 8" Quick-set infusion sets were distributed in the United States, and in limited quantities in a small
number of countries outside of the United States. The list of countries affected by this recall is available
at www.medtronicdiabetes.com/lot8 or by contacting any Medtronic country office. No other Medtronic
devices or infusion sets are involved in this recall.

"Our commitment to patient safety is our top priority," said Chris O’Connell, president of the Diabetes
business unit and senior vice president at Medtronic. "We are focused on ensuring that patients and
clinicians have up-to-date information and access to replacement infusion sets. We are working closely
with the FDA, and our goal is to make this product exchange as timely and as easy as possible for
patients."

Adverse Event Reporting

Product problems should be reported to the Diabetes business at Medtronic by calling

800-345-8139 at any time. Adverse reactions or quality problems may also be reported to the FDA’s
MedWatch Program by phone at 1-800-FDA-1088, by Fax at 1-800-FDA-0178, by mail at MedWatch,
HF-2, FDA, 5600 Fishers Lane, Rockville, MD 20852-9787, or on the MedWatch website at
www.fda.gov/medwatch.




Information for Patients

Medtronic will exchange all affected products at no additional charge. For more information, patients
may visit www.medtronicdiabetes.com/lot8 or call Medtronic’s dedicated information line 24 hours a
day, seven days a week at 800-345-8139.

About the Diabetes Business at Medtronic

The Diabetes business at Medtronic (www.medtronicdiabetes.com) is the world leader in advanced
diabetes management solutions, including integrated diabetes management systems, insulin pump
therapy, continuous glucose monitoring systems and therapy management software, as well as world-
class, 24/7 expert consumer and professional service and support.

About Medtronic

Medtronic, Inc. (www.medtronic.com), headquartered in Minneapolis, is the global leader in medical
technology, alleviating pain, restoring health and extending life for millions of people around the world.
Any forward-looking statements are subject to risks and uncertainties such as those described in
Medtronic’s Annual Report on Form 10-K for the year ended April 24, 2009. Actual results may
differ materially from anticipated results.
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